SAFER*HEALTHIER+* PEOPLE" ®¢ SAFER*HEALTHIER*PEOPLE ® SAFER* HEALTHIER+*PEOPLE" ©

SAFER*HEALTHIER+* PEOPLE"

TEST REQUISITIONS
RECOMMENDATIONS AND PRACTICES
(DNA-BASED CYSTIC FIBROSIS TESTING)

Test requisitions serve to collect critical information necessary for reviewing the appropriateness of
the test referral and interpretation of the test result. We identified 48 clinical laboratories offering
DNA-based cystic fibrosis testing from the GeneTests database.’ In a preliminary study, we
collected 17 (35%) publicly available laboratory requisition forms and evaluated what information
was requested. We report these observations together with requirements and recommendations put
forward by the Clinical Laboratory Improvement Amendments, American College of Medical
Genetics (ACMG), and NCCLS**** The ACMG recommendations are further endorsed by a joint
guideline prepared by both ACMG and the American College of Obstetricians and Gynecologists.”’
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CONTENT SUMMARY OF CYSTIC FIBROSIS REQUISITION FORMS

From Test Requisition to Result Interpretation:
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LABORATORY SETTING

Test appropriately referred? - If no, contact provider
Does primary lab do the test? - If no, refer to another laboratory

TEST REPORTS
RECOMMENDATIONS AND PRACTICES
(DNA-BASED CYSTIC FIBROSIS AND FV LEIDEN TESTING)

The analytic result from a molecular genetic test often requires test specific, patient, family and
population-based data to develop an interpretation most useful for clinical decision making. To
determine to what extent laboratories offer such information on their test result report, a study was
performed looking at actual reports collected from laboratories offering DNA-based cystic fibrosis
and fV Leiden genetic testing.” At the time of this study, the GeneTests laboratory database listed 44
laboratories offering CF testing and 72 laboratories offering fV Leiden testing. Reports were
collected from 28 (64%) of the CF laboratories and 46 (64%) from the fV laboratories. We evaluated
the content of these reports and compared their content to requirements and recommendations of
the Clinical Laboratory Improvement Amendments, American College of Medical Genetics (ACMG),
and NCCLS.*>** The ACMG recommendations are endorsed by a joint guideline prepared by both
ACMG and the American College of Obstetricians and Gynecologists.’

In a follow-up study, a cross-sectional survey was undertaken of US physicians from specialties
likely to order CF or fV Leiden DNA-based genetic tests.® Physicians received one of three mock
reports, of varying content complexity, and a one-page survey. The survey contained 22 Likert-type
questions asking physicians to rate perceived usefulness of specific report elements on a scale
ranging from 1 (poor) to 5 (excellent), with options for "not applicable" and "no information provided."
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CONTENT SUMMARY OF CYSTIC FIBROSIS AND FACTOR V LEIDEN REPORTS
OF THOSE COLLECTED FROM US AND CANADIAN LABORATORIES
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